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YKa3aHus 3a ynotpeba

CSLP™ — Cervical Spine Locking Plate (3akntouBallia nnaka 3a LepBuKaneH cermeHT
Ha rpbOHaka), CSLP™ VA 1 CSLP™ 6bp30 3akftoyBaLLmn BUHTOBE

Mons, npeau ynotpeba npoyeTteTe BHUMATEHO T3 ykasaHua 3a ynotpeba, 6po-
LwypaTa Ha Synthes "BaxHa MHMOPMaLMA" 1 CbOTBETHUTE XMPYPrUYHN TEXHUKM.
YBepeTe ce, ye No3HaBaTe CbOTBETHATa XMPYPryHa TeXHYKA.

Matepuan

Matepuan: Cranpapr:
CPTI ISO 5832-2
TAN ISO 5832-11
MNpepHa3sHauyeHne

CSLP ce n3non3sa 3a NoCTaBAHe Ha Niaky Ha NpefHaTa 4acT Ha LepBrKanHua cer-
MeHT Ha rpbbHaka (C2-T2) 3a BbTpellHa PUKcaLus Npu JeYeHre Ha HeCTabnaHoCT,
CBbp3aHa ¢ hpakTypu/ancaokaunm, fereHepaTveH1 3abonaBaHms, TYMOPY 1 Yac
TUYHA U MbJIHA CMOHANNEKTOMMS.

MokasaHua

csLp

CSLP ce n3non3Ba 3a NOCTaBAHE Ha Mnaky Ha NpefdHaTa YacT Ha LepBUKaIHWA cer-
MeHT Ha rpbbHaka (C2-T2) 3a BbTpellHa PUKCaLms Npu JeyeHre Ha HecTabuaHoCT,
cBbp3aHa C:

— dpakTypu/ancnokaumum

— JereHepaTuBHW 3abonABaHNA

— Tymopwu

— YaCcTWYHa WX MbJIHA CNOHAUEKTOMUA

CSLP VA
3akJoyBalliaTta nnaka 3a LepBrKaaHUs CerMeHT Ha rpbOHaka ¢ BapnabuneH bron
Ce V3Mo3Ba 3a BbTPeLUHa nNpefHa pukcaums Ha rpbbHaka (C2 -T2) 3a neveHwve Ha
HecTabunHocT B cnefHuTe cnyvan:

- pakTypy

— [ereHepaTtunsHu 3abonasaHuAa

— Tymopu

— YaCTn4Ha UK NbJiHa pe3ekuna Ha BepTe6panHo TANO

CSLP 6bp30 3aKk/04BaLLM BUHTOBE

Bbp30 3aknioyBalymnTe BUHTOBe CSLP ca npefHa3HaveHW 3a npefHa dukcaums

BHTOBE KbM LiepBUKaHNA CerMeHT Ha rpbbHaka (C2 -T2) 3a cnefjHUTe nokasaHus:

— Degenerative disc disease ([JerenepaTtvsHo 3abonasaHe Ha anckoseTe) (DDD), fe-
vHUpaHo KaTo 60sKa B LUNATA OT AVCKOTeHeH NPOU3XOZ C AereHepaLma Ha av-
CKa, NOTBBPAEHO OT aHaMHe3aTa 1 peHTreHorpadckuTe n3caenBaHua.

— Cnonpgunonucresa

— CnuHanHa cTeHo3a

— Tymopu (MbpBUYHU 1 MeTacTaTUYHW)

— HeycneluHu npeaxofHu dysuu

— lNcespoapTposa

— OecdopmuteT (T.e. Kndo3sa, Nopao3a N/mMnm ckonmnosa)

— OpakTypu/grucnokaumm

— YacTuyHa MU NbjiHa CNOHANMAEKTOMUA

CTpaHU4Hu edhekTn

KaKTo npun BCUYKM rofIeMmn XMPYPrivYHy npoLesypy, MoraT Aa Bb3HVMKHAT pUCKOBe,
CTPaHNYHN ECbeKTVI N HexenaHn cboutua. anpeKm 4ye MoraT ga Bb3HUKHAT MHOIo
Bb3MOXHW peakLym, HAKOW OT Hall-4ecTUTe MoraT a BKJIOYBAT:

Mpobnemu, Bb3HUKBALLYM BCEACTBIE HAa aHECTe3UATA U MO3ULMOHNPAHETO Ha nauu-
€HTa (Hanp. rafieHe, NoBpbLLAHe, AeHTaIHU HapaHABaHUA, HEBPOIOTMYHM yBPEX [a-
HWA U T.H.), TpoMb03a, embonuns, nHdekUms, 0BUNHO KbpBeHE, ATPOreHHO HapaHABa-
He Ha HepBu W CbO0Be, YyBpeXdaHe Ha MeKuTe TbKaHU, BKJ. OTOK, o6pa3yBaHe Ha
abHOPMHW UyKaTprKCK, hyHKLMOHANHO yBpeXAaHe Ha MyCKYIHO-CKeleTHaTa cucTe-
Ma, bonecT Ha Sudeck, anepruyHu peakLmmn/peakLmnm Ha CBPbXYYBCTBUTENHOCT, CTPa-
HWUYHK eDeKTY, CBbP3aHM C U3MbKBAHE HAa UMMJaHTa UV U34ENETO, OO CBbP3Ba-
He, nnnca Ha CBbp3BaHe, NMpPOoAbJiXaBalla 60m<a, yBpexXaaHe Ha CbCefHW KOCTU,
[MCKOBE MW MeKa ThKaH, AypasHO pa3KbCBaHe UM 13THYaHe Ha rpbBHaYHOMO3bY-
Ha Te4yHOCT, Komnpecua n/nnu KOHTY3MnA Ha I'p'b6Ha‘~IHVIﬂ MO3bK, 4aCTU4YHO pas-
MecTBaHe Ha rpadTa, BepTebpasiHa aHrynaums.

N3penue 3a egHoKpaTtHa ynorpeba

® He ynoTpebsBaiite NOBTOPHO

MpoayKkTu, NpeAaHasHa4YeHn 3a eAHOKpaTHa ynoTpeba, He TpAbBa Aa ce u3nonseat
MOBTOPHO.

MoBTOPHOTO M3M03BaHe UK 06paboTBaHe (Hanp. MOYNCTBAHE ¥ MOBTOPHA CTEPU-
nn3auma) MoraT Aa HapyLwaT CTPYKTYpHaTa UAnocT Ha U3AenvneTo n/unu fa nosenat
[10 HEYCMEeLHOTO My (hyHKLMOHMPaHe, KOeTO MOXE Aa NPUYMHM HapaHsBaHe, 3a60-
NABaHe WM CMBPT Ha NauneHTa.
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OcBeH TOBa NMOBTOPHOTO M3MOM3BaHe Ha W3Aenwvs, NpeaHa3HayeHy 3a elHoKpaTHa
ynotpe6a, MoXe fia Cb3fafie PUCK OT 3aMbPCABAHeE, HaMp. BCIEACTBYE Ha NpeHacs-
He Ha MHeKLUMo3eH MaTepran OT eAvH Ha Apyr nauveHT. ToBa Moxe fa AoBefe [10
HapaHsaBaHe UM A0 CMbBPT Ha NauWeHTa Uy onepatopa.

3aMbpCeHNTE UMMNAHTY He TpsGBa fa ce 06paboTBaT OTHOBO. VIMMNnaHTL Ha Synthes,
KOWTO Ca KOHTAMUHUPAHW C KPbB, TbKaH /MW TENECHN TeYHOCTU/MaTepui, HUKOra
He TpsbBa [a Ce M3MoM3BaT NOBTOPHO U C TAX TpsbBa fa ce BopaBu CbrNacHoO C
6ONHUYHUSA NPOTOKON. BbMpeky ye Moxe Aa n3rnexaat HenoBpeneHw, MMNNaHTuTe
MoraT Aa 1MaT Masku edekTV 1 BbTPELLHM HaNpeXeHWs, KOUTO MOraT Aa NpUYMHAT
yMOpa Ha MaTepuana.

Mpepna3sHu mepkun

ObLWWTe pUCKOBE, CBBP3aHM C XUPYPrUYHUTE HAMECH, He Ca OMNMCaHK B Te3u ykasa-
HUA 3a ynoTpeba. 3a noseye MHPOPMaLMA, MONA, HaNpaBeTe cnpaska ¢ bpoLuypaTa
Ha Synthes "BaHa nHdopmauua”.

MpenynpexxaeHuna

CunHo npenopbynTenHo e CSLP aa ce umnnaHTpaTt camo OT onepupaLLy Xupypsu,
KOWTO MO3HaBaT obLMTe Npobnemn Ha CMUHanHaTa XMpyprua 1 ca cnocobHu aa
npvnaraT cneumdnyHUTe 3a NPOAYKTa XUPYPriHM TeXHUKN. IMnnaHTaumaTa Tpab-
Ba [1a Ce U3BbPLUM CbrIACHO C yKa3aHWATa 3a NpenopbynTesIHaTa XMpypryHa npo-
Leaypa. XMpypruT e OTrOBOPEH 3a TOBa fa rapaHTVpa NpasBuiHO 13BbPLUBAHE Ha
onepauuATa.

ﬂpOVBBO,DMTeJ'IHT He € OTroBOpeH 3a HWKaKBW YCJIOXHeHWA, HacTbnBalin scinea-
CTBME Ha HemnpaBwunHa AuarHosa, M360p Ha HernpaBuneH UMNaaHT, HenpaBUIHO
KOM6VIHVIpaHVI KOMMOHEHTW Ha UMMNAHTN U/WIN ONepaTUBHN TEXHWUKN, OrpaHmnye-
HVATa Ha METOLUTE Ha NneveHne nnm HefocTatbyHa acenTuka.

KomM6uHaumsa oT MeauuMHCKN usgenus
Synthes He ca TecTBaM CbBMECTUMOCTTa C U3, NPefoCTaBAHN OT APYri Npo-
13BOAMTENN, U HE NOEMAT OTrOBOPHOCT NPU NOLOGHM Ciydau.

MarHuTHo-pe3oHaHCHa cpeaa

CbBmecTumo ¢ MP npu onpepeneHu yciosua:

HekMHWYHO TecTBaHe B HaN-N10LLINA Bb3MOXEH CLieHapuii NoKa3Bga, Ye UMniaHTuTe

Ha cnctemmTe CSLP ca cbBMecTMu ¢ MP npu onpefeneru ycnosua. Tesun apTukynm

MoraT fia ce ckaHvpaT 6e30nacHo Npw ClefHuTe yCNoBUA:

— CTaTuyHo MarHuTHo none 1,5 Tesla n 3,0 Tesla.

— lpoCTpaHCTBEHO rpaaneHTHo none 300 mT/cm (3000 Gauss/cm).

— MaKcrMasiHO HMBO Ha yCcpefHeHa LenoTenecHa specific absorption rate (cneuw-
UYHO HMBO Ha abcopbums) (SAR) 2 W/kg 3a 15 MUHYTV CKaHMpaHe.

Bb3 0CHOBa Ha HeKNIMHNYHO TecTBaHe, nmnnaHTuTe CSLP wie goBenat Ao NOBMLIA-

BaHe Ha TeMnepaTypaTa ¢ He noseye oT 5,5°C Npu MakcMMasHo HMBO Ha yCpefHeHa

LenoTenecHa cneunduyHa abcopbuma (SAR) 2 W/kg, oLleHeHO Ypes KasopumeTpus

3a 15 MuHyTU MP ckaHnupaHe B MP anapar 1,5 Tesla u 3,0 Tesla.

KayecTBOTO Ha MP 06pa3HoTO M3cnefBaHe Moxe fa Obe HapyLLeHO, ako PerMoHBbT

Ha MHTepec e B TOYHO CbllaTta 061acT UK CPaBHUTENHO 61130 10 NONOXKEHNETO Ha

n3penuata CSLP.

JNeyeHune npean nsnonsBaHe Ha U3penmeTo

MpoaykTnTe Ha Synthes, LOCTaBAHM B HECTEPUSIHO CbCTOAHME, TPAOBa fa Ce NOYNC
TAT U CTEPUAM3MPAT C Napa Npeaun xupypridHa ynotpeba. Mpean noyncteaHe oT-
CTpaHeTe opurMHaaHaTa onakoska. Mpefn cTepunvsaLma ¢ napa noctaseTe Npogdy-
KTa B ofobpeHa 06BMBKa MW KOHTeHep. CrefBaiiTe yKa3aHUATa 3@ NOYMNCTBaHE U
cTepuansaums, gageHy B 6poluypata Ha Synthes "BaxHa nHdopmaumua”.

O6paboTka/noBTopHa 06paboTka Ha uspenverto

MofnpobHw ykasaHWA 3a 06paboTka Ha UMMIaHTUTE U NOBTOPHa 06paboTka Ha n3ae-
NATa 38 MHOroKpaTHa ynoTpeba, Tabnnte v KyTunTe 3a UHCTPYMEHTW, Ca [aAeHV B
6poluypaTa Ha Synthes "BaxxHa nHdopmaums". YkazaHus 3a crnobssaHe n pasrnobs-
BaHe Ha UHCTPyMeHTUTe "Pa3rnobaBaHe Ha MHCTPYMEHTH, CbCTaBeHM OT MHOTMO Yac
1" MoraT fia ce U3TernaT oT: http://www.synthes.com/reprocessing
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